E)

W30S

Date of Approval Letter: NOV 15 2002

FREEDOM OF INFORMATION SUMMARY =~

Indication for use: Ivermectin Pour-On
applied at the recommended dose level of 500mcg/kg
is indicated for the effective control and treatment of internal and external parasites.
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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

ANADA: ' 200-348
Sponsor: | ECOLLC
8209 Hollister Avenue

Las Vegas, NV 89131

Generic Name: Ivermectin Topical Liquid

Trade Name: ECOMECTIN Cattle Pour-On (ivermectin)
Dosage Form: Topical Solution

How Supplied: 250 ml, 2.5 L, 5 L and 18.9L (5 gallon) containers
How Dispensed: OTC

Amount of Active Ingredients: 5 mg/mL

Route of Administration: Topical, on the dorsal midline, withers to tailhead
Species: Cattle

Labeled Dosage: | 500 meg/kg ( 1 mL/22 Ibs) body weight
Indications for Use: Ivermectin Pour-On applied at the recommended

dose level of 500meg/kg is indicated for the
effective control and treatment of these parasites.

Gastrointestinal Roundworms

Ostertagia ostertagi (adults and Ly)
(including inhibited stage)

Haemonchus placei (adults and Ly)
Trichostrongylus axei (adults and Ly)
T. colubriformis (adults and Ly)
Cooperia spp. adults and L,)

Strongyloides papillosus (adults)
Oesophagostomum radiatum (adults and Ly)



O. venulosum (adults only)
Trichuris spp. (adults)

Lungworms
Dictyocaulus viviparus (adults and L)

Cattle Grubs (parasitic stages)
Hypoderma bovis
H. lineatum

Mites
Sarcoptes scabiei var. bovis

Lice

Linognathus vituli
Haematopinus eurysternus
Damalinia bovis
Solenopotes capillatus

Horn Flies
Haematobia irvitants

It is also used to control infections of
gastrointestinal roundworms: O. ostertagi, O.
radiatum, H. placei, T. axei, Cooperia punctata,
and C. oncophora for 14 days after treatment.

-Pioneer Product/ ~ Ivomec® Pour-On for Cattle (Ivermectin)
“Listed” Product: NADA 140-841 (Merial Ltd.)

. TARGET ANIMAL SAFETY and DRUG EFFECTIVENESS

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December
15, 1988, First GADPTRA Policy Letter) an abbreviated new animal drug application
(ANADA) may be submitted for a generic version of an approved new animal drug
(pioneer product). New target animal safety data, drug effectiveness data, and human
food safety data (other than tissue residue data) are not required for approval of an
ANADA. Ordinarily, the ANADA Sponsor shows that the generic product is
bioequivalent to the pioneer which has been shown to be safe and effective. If
bioequivalence is demonstrated through a clinical end-point study, then a tissue
residue study to establish the withdrawal time for the generic product should also be
conducted. For certain dosage forms, the agency will grant a waiver from
requirement of an in vivo bioequivalence study (55 FR 24645, June 18,1990; Fifth
GADPTRA Policy Letter; Bioequivalence Guidance October, 2000).



Based upon the formulation characteristics of the generic product, ECO LLC was
granted a waiver on April 7, 2000, from conductmg an in vivo bioequivalence study
for Ivermectin Pour-On for Cattle. The generic and pioneer products contain the
same active and inactive ingredients and are topical solutions.

. HUMAN SAFETY:

TOLERANCES:

The tolerances established for the pioneer product apply to the generic product. The
marker residue used to monitor the total residues of ivermectin and its metabolites is
22,23-dihydroavermectin Bja. The target tissue is liver. A tolerance is established
for 22,23-dihydroavermectin B;a in liver (target tissue) as follows:

(i)  Cattle: 100 parts per billion [21 CFR 556.344(b)]

A tolerance is established for 22,23-dihydroavermectin B;a (marker residue) in
muscle as follows:

(i)  Cattle: 10 parts per billion [21 CFR 556.344(b)]
WITHDRAWAL TIME

When a waiver from the requirement of an in vivo bioequivalence study is granted,
the withdrawal times are those previously assigned to the pioneer product. The
withdrawal time for ivermectin pour-on is established under 21 CFR 524.1193 (e)(3)
48 days in cattle.

REGULATORY METHOD FOR RESIDUES

The official analytical method for residues is an HPLC method with fluorescence
detection. [The validated regulatory analytical methods for detectlon of re51dues of
ivermectin are filed in the Food Additives Analytical Manual on display in FDA’s
Freedom of Information Public Room (Room 12A-30, 5600 Flsher s Lane, Rockville,
MD 20857) and are on file at the Center for Vetermary Medicine, FDA 7500 Standish
Place, Rockville, MD 20855]

HUMAN SAFETY RELATIVE TO POSSESSION HANDLING, AND
ADMINISTRATION:

Labeling contains adequate caution/warning statements.



4. AGENCY CONCLUSIONS:

This is an Abbreviated New Animal Drug Application (ANADA) filed under section
512(b)(2) of the Federal, Food, Drug and Cosmetic (FFD&C) Act.

Safety and effectiveness for this generic animal drug, Ivermectin Pour-On for Cattle
were established by demonstration of chemical equivalence to the pioneer product,
Merial Limited’s Ivomec® Pour-On for Cattle (NADA 140-841).

This generic product and the pioneer product have identical labeling indications for
use in cattle. The route and method of administration of the two drugs are identical.
Both drugs are administered topically. The generic and pioneer products contain the
same active and inactive ingredients. Therefore, in compliance with FDA policy
promulgated to implement section 512(b)(2) of FFD&C Act, no in vivo
bioequivalency studies were necessary or required.

This ANADA satisfies the requirements of section 512 of the Act and demonstrates
that ECOMECTIN Cattle Pour-On (ivermectin) is safe and effective for its labeled
indications when used under it proposed conditions ofuse. o

Attachments:
1. Generic Labeling:

Package Insert

Bottle Labels-250mL, 2.5L, 5L, 18.9L (5 gal))
2. Pioneer Labeling

Package Insert

Bottle Label-250 mL, 1L, 2.5L, 5L



- 'NDC 66916-302-34

Contains 5 mg lvermectm/mL »

PARASITICID_VE

Kills:
Roundworms (mcludmg
Brown Stomach Worm),
Lungworms, Grubs,

- Sucking Licé, Biting
Lice, Mange Mites,

- ‘Horn Flies.

1250 mL (8.5 fl 0z)

ANAD,
. Approved by FDA

vermectin. Based on plasma levels; the
opically applied formutation is expected to
atJeast as wéll tolerated by breeding animal
a8 is the sUbcutaneous formulation’ which:h

1o effect on: breeding performance.

Ecomectin Cattle Pour-On 250-'mL
Container Label-Zoom 255%

WARNlNG! FLAMMABLE! KEEP
AWAY FROM HEAT,
SPARKS, OPEN FLAME : AND
OTHER SOURCES OF IGNITION

. WARN!NG Catﬂe must :not be ;
ithii A8

besn established,” “do ‘ot uss”
female dalty cattle of breeding age. -
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Ecomectin Cattie Pour-On 2.5 Liter
Front Container Label- Zoom 166.3%



Ecomectin Cattle Pour-On 2.5 Liter
Back Contai‘ner Label-Zoom 166.3%
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. 5lLitre
(1691l 02)

Ecomectin Cattie Pour-On 5.0 Liter
Front Container Label-Zoom 166.3%




Ecomectin Cattie Pour-On 5.0 Liter
Back Container Label-Zoom 166.3%
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ECOMECTIN

.. ... Ecomectin Cattle Pour-On
Package Insert-Zoom 146.1%

(ivermectin)
- Contains 5 mg/mL ivermectin

Parasiticide
Consult your veterinarian for assistance in the diagnosis,
freatment and confrol of parasitism.

ECOMECTIN Cattle Pour-On (ivermectin) delivers internal

and external parasite control in one convenient low-volume

application. ECOMECTIN Cattle Pour-On contams
a unique chemical entity.

Indications

ECOMECTIN Cattle Pour-On applied at the recommended

dose level of 500 mcgl/kg is indicated for the effective control
of these parasites.

Gastrointestinal Roundworms

Ostertagia ostertagi ~ (adults and L4)
{including inhibited stage)
Haemonchus placei (adults and 1.4)

~ (adults and L4)
{adults and L4)
{adults and L4)

Trichostrongyius axei
T. colubriformis
Cooperia spp.

Strongyloides papillosus (adults)
Oesophagostomum radiatum _{adults and L4)
O. venulosum (adults only)
Trichuris spp. (aduits)
Lungworms 7
Dictyocaulus viviparus (adults and L4)
Cattle Grubs (parasitic stages)
Hypoderma bovis

H. lineatum

Mites

Sarcoptes scabiei var. bovis

Chorioptes bovis

Lice

Linognathus vituli
Haematopinus eurystemus
Damalinia bovis
Solenopotes capillatus

Horn Flies
Haematobia irritans

Persistent Activity

ECOMECTIN Cattle Pour-On has been’ proved to effectwely a

control infections and to protect cattle from re-infection with
Ostertagia ostertagi, Oesophagostomum radlatum

Haemonchus placei, Trichostrongylus axei, Cooperia punctataf

and Cooperia oncophora for 14 days after’ treatment
Treatment of Cattle for Horn Flies

ECOMECTIN Cattle Pour-On controls horn flies (Haematobta ,

irritans) for up to 28 days after dosing. For best results
ECOMECTIN Cattle Pour-On should be part of a parasite
control program for both internal and external parasites based
on the epidemiology of these parasites. Consult your B
veterinarian or an entomologist for the most effective timing of
applications.

Dosage

The dose rate is 1 mL for each 22 1b of body we:ght The
formulation should be applied along the toplme in a narrow”
strip extending from the withers to the tailhead.

" the body weight i is

Admmlstratlon

Squeeze-Measure—Pour System (250 mL/8. 5floz Boﬂle with
25 mL Metering Cup)

Attach the metering cup to the bottle.

Set the dose by turnmg the top section of the metering cup to
align the dose mdnca’uon for the correct body welght When
tween markmgs use the higher setting.
Hold the bottle uprig queeze it to deliver a slight
excess of the required dose as mdicated by the calibration

* lines. By releasing the pressure, the dose automatlcally
< adjusts to the correct level. Tilt the bottle to deliver the dose.

The off position will close the system between dqsmg
Backpack 2.5 L, 5.0 L and Bulk Pack 5 Gallons™~

. Because of the solvents used in ECOMECTIN Cattie Pour-

On, the applicator gun from Simcro Tech Limited, Genesis
Instruments (EZ Doser'“") or equivalent is recommended.
Other applicators may exhibit compatibility problems, resulting
in locking, incorrect dosage, or leakage. Remove the shipping
cap from the backpack container and replace with the vent
cap provided. Aftach the hose from the automatic dosing

~equipment to the outlet from the vent cap. Follow the

applicator gun manufacturer's directions for priming the gun,
adjusting the dose, and care of the applicator gun following
use,

* Applicator Guns may be purchased from Access Animal
Health Inc., Argyle, NY 12809 - 1-866- lvermectm (483 7632)

Weight Dose
220 tb (100 kg) 10 mL
330 Ib (150 kg) 15 mL
440'1b (200 kg) 20 mL
550 Ib (250 kg) 25 mL
660 b (300 kg) 30 mL
770 1b (350 kg) 35 mL
880 1b (400 kg) 40 mL
990 b (450 kg) 45 mlL
1100 b (500 kg) 50 mi.

Mode of Action ot
Ivermectin as a member of the avermectin family kills certain

- -.parasitic roundworms and ectoparasrtes such as mites, lice,
_horn flies and other insects. Its action is unique to the

avermectln class of antiparasitic agents. This action mvolves a

_chemical that serves as a signal from one nerve celi to

another, or from a nerve cell to a muscle cell. This chemical, a
neurotransmitter, is called gamma-aminobutyric acid or
GABA. In roundworms ivermectin stimulates the release of
GABA from nerve endings and enhances binding of GABA to

specnal receptors at nerve junctions, thus |nterruptxng nerve
...impulses - thereby paralyzing and killing the parasite.

The enhancement of the GABA effect in arthropods such as
mites, lice and horn flies resembles that in roundworms,

except that nerve impulses are interrupted between the nerve ,
ending and the muscle cell. Again, this leads to paralysis and
death.

Ivermectin has no measurable effect against flukes or
tapeworms, presumably because they do not have GABA as a
nerve impulse transmitter.

The principal peripheral neurotransmitter in mammals,




_-acetyicholine, is unaffected by ivermectin. lvermectin does not
’ readily penetrate the central nervous system of mamma!s
where GABA functions as a neurotransmitter.

Animal Safety

Studies conducted in the U. SA. have demonstrated the safety '

margin for ivermectin. Based on plasma Ievels ‘the toplcally
applied formulation is expected to be at least as weﬂ tolerated
by breeding animals as is the subcutaneous formulation which
had no effect on breeding performance.

WARNING: Cattie must not be treated wnthm 48

days of slaughter for human consumptnon Because
a withdrawal time in milk has not beeh established,
do not use in female dairy cattle of bree ng age ‘

WARNING! NOT FOR USE IN HUMANS

This product should not be apphed to self or others because it

may be irritating to human skin and eyes and absorbed

through the skin. To minimize accidental skin contact, the user'

should wear a long-sleeved shirt and rubber gloves. If
accidental skin contact occurs, wash lmmedrately with soap
and water. If accidental eye exposure occurs, flush eyes
immediately with water and seek medical’ attm ion.

Keep this and all drugs out of the reach of children,

WARNING! FLAMMABLE!
KEEP AWAY FROM HEAT, SPARKS, OPEN F:
OTHER SOURCES OF IGNITIO

PRECAUTIONS:

Store away from excessxve heat (1 04°FI40°C) and protect
from light.

Use only in well-ventilated areas or outdoors. Close container
tightly when not in use. Cattle should not be treated when hair
or hide is wet since reduced efficacy may be experienced. Do
not use when rain is expected to wet cattle within six hours
after treatment. This product is for application to skin surface
only. Do not give orally or parenterally Cloudiness in the
formulation may occur when ECOMECTIN Cattle Pour-On is

stored at temperatures below 32°F. Allowmg to warm at room

temperature will restore the normal appearance without
affecting the efficacy. ,
Antiparasitic activity of ivermectin will be impaired if the
formulation is applied to areas of the skin with mange scabs
or lesions, or with dermatoses or adherent materials e.g.,
caked mud or manure.

lvermectin has been associated with adverse reactions in

parasite control program, consult your veterinarian.

Environmental Safety
Studies indicate that when ivermectin comes in contact with

 the soil, it readily and tightly binds to the soil and becomes

inactive over time. Free ivermectin may adversely affect fish or
certain water-borne organismson which they feed. Do not
permit cattle to enter lakes, streams or ponds for at least six
hours after treatment. Do not contaminate water by direct
apphcatuon or by the improper d:sposal of drug containers.

4 Dispose of containers in an approved fandfill or by

incineration.

Package Information , , . ,
ECOMECTIN Cattle Pour-On is available in a 250 mL/8.5 fl oz
bottle with a graduated 25 mL metering cup, 2.5 L/84.5 fl oz

and 5.0 L/169 i oz backpacks intended for use with automatic

dosmg equipment and a 5 Gallon/18.9 L bulk” pack.

ANADA 200-348 Approved by FDA

Manufactured for:
ECO LLC LASVEGAS, NV 89131

WWW, ecoammalhealth com

Issued June,, 2002

sensitive dogs; therefore, ECOMECTIN Cattie Pour-On is not

recommended for use in species other than cattle
When to Treat Cattle with Grubs B

ECOMECTIN Cattle Pour-On effectively controls all stages of

cattle grubs. However, proper timing of treatment is important.
For the most effective results, cattle should be treated as
soon as possible after the end of thé heel fly (warble fly)
season. While this is not peculiar to wermectm destruction of
Hypoderma larvae (cattle grubs) at the period when these
grubs are in vital areas may cause undesirable host-parasite
reactions. Killing Hypoderma lineatum when it is in the

esophageal tissues may cause bloat; killing H. bovis when itis |

in the vertebral canal may cause staggenng or paralysis.
Cattle should be treated either before or after these stages of
grub development.

Animal Health inc

Cattle treated with ECOMECTIN Cattle Pour-On at the ond of o

the fly season may be re-treated with ECOMECT!N Catile
Pour-On during the winter without ‘danger of grub-related
reactions. For further information and advice on a planned

Marketed by Access Animal Health
Argyle, NY 12809
1-866-ivermectin (483-7632)
www.accessanimalhealth.com
www feedlotdirect.com



Ecomectin Cattie Pour-On 250 mL
Unit Carton-Zoom 73.5%

(zo 1y g g) w06z

: s e : : O i s ot tore away from excesslve Heat:
hinceestsn B b ANADA o b R ' i i ifation Isvel. Titt the botile to déliver the doss. l‘g&””“mc) an PM“‘ contents:
e ; : e E A o 3 : fin mieefin defh intem ; alingihe off-position wilt nlose tha
ecoanlmalheanh com ind extemal parasite control in ong’.

onsult 'your:vetetinarian for assista
the dlagnosls. freatment and. - control

0 not tse when rain is expaoted to wet
cattle within six hours after traatment,

his product is for application

urfaca only. Do r

Sncknm, Lide; Bitiy ¢ www.accessanimalhealth.com
Mange Mites; H www.feadlotdirect.com
Tig : : S ;

Exp;Date: i ; f R A e o ! dverse reactions'in sensitiva dogs:
: ? - LR . therefors Ecomectin Gat

WARNING: Caltle mist not be. . - - 451 WARNING! FLAMMABLE!
: éolrga'ad\““mda& ﬁ;mw . KEEP AWAY FROM HEAT,
.for hiimen consumpt .52 '@ || SPARKS, OPEN FLAME AND
OTHER SOURCES OF | immediately with soap and wafer, if
IGNITION accidental eye exposura coours, flush sye
imimediately with watér and seek medicat




Ecomectin Cattle Pour-On 2.5 Liter
Unit Carton-Zoom 46.4%
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{ivarmectin} )
POUr-0n tor cattle

Contains § mg lvermectin/mL
Parasiticlde

Consult your veladnarian for assi in the d! Is, "~

treatmont and contiol of paresitism,
ntroduction i
IVOMEC* (b in) Poue-On dali [ and
oxiarnal parasita” onm:l in one atmvemenl low-vnlumo
pplicalion. Di d by tom
Marck Ressaich Labosaiorias, IVOMEC Pour On contains
Ivermactin, a uniqus chemical enlily.
Indications
IVOMEGC Pour-On appliad sl the racommended dosa level
of 500 mcgkg is indicated for e elfective’ control of these
parasites.

Gastralnteatinal Aoundworms

{adulis and L.}

Haemonchus placel {adulis and L.}
Tliduoslmngyhts axel {adulis and L)
Mnmnu (adulls and |.4)

Coupe (adulls ard L)

suongyio:daa papitiasus (adhilts)’
sopluyoslo:mun raclialum {adulls and L)

Teichuiris spp. ' (adullsy

Lungworms

Dictyocaulus viviparus

Cattle Geubs

Hypodanns bovis

H. hweatum

Mites

Sarcopfes scabisivar. bovis

Lice

Linognathuis vk

Haemalopiews eurystemus

Damatineg bovis

Solanopoles capilatus

Hom Flies

Hasmatobia lmilans

Perelsiant Activity

IVOMEC Puoi-On has been pioved o eﬂacﬂusty conteot
intections and 10 prolect came from 1o |nlecllon with
Oslerlagla

{adults and L))
'{parasitic stages)

l”!‘?"‘q ict gylus’ axei, Coop

p and G i Pl Ior 14 days atla(
treaiment, \ K
Teaatment of Caltle for Hom Flies

IVOMEC Pour-On conlirals hom flies (Hasmatobla firitans)

far up to 28 days aller dosing. For best results
IVOMEC Pour-On should be pari of a parasite canirol
p(ogum for bath inlennal and extuinal parasites based on
the d gy of thase p i
veteritianin of aii antomeloist o th most alloctive thuing
of applications.

Dosage

'ﬂndosnmus!ml lornadtzzbolbodywelghl Yha

fonnidation stiowkd be @ along the lopline in a narow
stnp sxtending o um wuluus fo ha lailhead,
Administratlon

Sqwozo-Measma«Pour System (8.5  02/250 mL. Bottte with
25 mL Melering C:

Nlammmsmgwp!oumwﬂa
Sumodosobymmtgmwpudbnol'uapmalm
waradbodymjdmhhpowaonmwunap
Whan body weigld is betwéen mirkings, use the higher
sating.

Hold tha bolile uprlgm md squaezo i 10 deliver & sl!th
axcess of the by Uie

By reloas!ng ‘Ihia pressire, tha dose amnmallcaﬂy :dIus's:
o "

lomommctlavel.‘hhﬂwba
will close

Atiach the mclumgcup tothe bottla. -
Set the dose by turmog the 10p section of the cup la akgn

the correct body waiglt wih ihe pointer o the knuied cap.
Whan body weight is between markings, use the Tigher
setting.

Hold the bottle upright and squeeze it 1o deliver 8 stight
::oss af s requued dosa ds inkcaled by tha catibratiun
S.

By releasing the pressurs, the dose automaticatly adjusis
botla (0 dekiver the doss, When
2201 (10 mL) or 330 1 (15 L) dosa s réquiied, m the
pointer o “STOP" befors delivering the dose. The off
{STOP) pasition will cixce the systei between dosing.

00051

U‘Counoaliu

gun io lM

: Ammwmdmmmxmnm

Bucisa of tha solvents used in Ui lotog-
tictions, ondy the Protecior Dronch Gon liom fnstfisunt
Supplies Limited; or orprvulent, 15 tocotunontod. Othor
ang’ iusadling in

applica
Follow the manufdcier’s directions for adiusting the dose.

Whan the interval tistween uses of tha appticator gun ls

expacied (o axcead 12 hours, dlsconnoct he gun md
deaw-off ublng lrom the product container snd the
‘product lram Iha gun sind tublng back inlo the &m
contuiner. To prevent remaval of spacial Wibricants

Protactor Drench Gun, Iho gun nd tubing must nol be
washed.

Consull your

i,

-wousc and Callle Head Logo are uglsland iradamarks
me

aod Bhetek 2 Cn  Bie VWi funsin

Mode o: M:uon

it a8 a bae ol e avermectin lamily kills
Curlain parasiic roundworins and ecloparasiles, such as
aitas, ics, hom thes aid ollir nsects. s action s wni
10 e avarmeciin class of anliparasitic agents, Tiis umm

involves a chienvical tial werves as a signal Iiom oie neive

cell %o anather, akomumcellcanmdawl Tvs
chenucal, a naurciransminer, ia calied gav
bulyncadduG»\Bk )

W6 i

lmm nerve andmgs and mumm bending of G BAto
al nerve § thiss

g nerve
impises — lherehv parulyziog and kiling the parasite.

Tha enhancement of tha GABA efladt i artliropods stch

as mites, ie, and hom flies esenblas that ln wundwom\s
excapt Uiat narve impuises are the
nerve ending and Wie-tuscle cell. Agam, this leads to
paralysis and death,

Ivermactin has no maasmaheo affoct against llukes or
tiwy do not have GABA

85 idive impdse |mw|al.
The priacipul peripheral
B wialfoctud

itter in m i
- e dinss

not teadily peneitaie (e cenlral nervous system of

mamaials whare GABA uncions as a neuroransnuilier,

" Safely o
Slmhes conducted in the U.S.A. have demonstrated the

u!ely marpin fos ivermectin, Based on plasina tevols, the
Wb«muauunhaxpeaedlobsalleastas

well wlermdhv animals as bs the subculaneous

fornztion which bisd i eflect on teesding psiformance.

WARNING: Caitle must nal be trealed within
A4 days of sfaughter for husian consunplion,
Beciuse a widrawal lime in mish lias nol beea
eslablishad, do not use i I«nuu daicy caltla of
traeding uge.

WARNING! NOT FOR USE IN HUMANS.
This product should nol be apphied o sail of others
hecaige it 1nay be wituling to tuuuan skin and ajes dixl
absoibed Hyongh tha skin. To minimize accidental skin
conlact, Uia user sloukd woar a long-sleeved shint and
fubber gloves 1t acesilanial skin conlact occurs, wash
Imedialety with $oap and water. W accldentat eye axpo-
sure acous, Bush eyes immediately with water and seek

Knpmww&ugsulolmmdldﬂkm

T WANINGE FI_AMMABI El

KEEP AWAY FHOR HEAY, SPAHRS, OPEN FLAME,
AHITOTT I SOURCES T lGlll!l(llI )

PRECAUTIONS
Sfore away from excessive haat (104°F/40°C) and
prolect from ﬁgm. .
Usé onty in wekiventilated areas of onildoors.
Closa containe tightly whan not in use;
Cattla shoudd not ba tisated whien hais or hide is wel since
tethicad efficacy may bie expesienced.
Do not use when tain is expacted 1o wel cante within
six hauirs altes weaiment.
This product is for application fo skin surface only. No not
give orally of parenturally,
Clowdiness tn the formiation may occiir when IVOMECY
{ivennioctin} Poiw-On) is stoved at temparaltues bolow 32F,
Allowing fo warm al room lemperature will rastore the
oainial appearance withowl allectig sificacy.

Antiparasitic activity ol ivermectin will be impaired | the
aulalion I8 appliad lo araas’of e’ skin with manga ©
abs or luslans, or wil

Df

associatad wilh adverse madlons in
sonsilive dogs Hirelore, IVOMEC Powr-On is not rec-
onuwulodloamhmwes umancuula.
Wisen ta Treat Cutife with Grilis

VOMEC Pow-On nlluclwdy coutrols ali stages of catit

grubis, Howevar, progier tining of treatiment is importani.
For tha most effective results, ciltie should be teated as
s00n as pussilie alter the and of the hewl fly (warhile #y)
ssason. Whits His is not peculiar la ivermectin, destinction
of fypoderma lurvee {catie grobs) at tha pariid when
these giobs are in vilul areas may cause widesirably
host-parisite rabctions. Kilg Hypodermiy knaaium when
it 13 in the esophageal Ussiws may cause bloat; kiling
H. bovis when it ls i the verlebral canal may cause
staggenng of paralysis. Caille should be iraisiud elther
belmuaﬂerummgesolgnbdevewmm

Cattla tredted with IVOMEC Powr-On ‘at {lie eiidl of the fiy
season miy ba r¢-raated wilh IVOMEC duding tha wiinler

williowt danger of grub-related tauctions. For further

itormation ol udvice on a plannad parasite control
rograny, considt yOur vetennanan. R
Enviconmental Safety

Stkus iubeate Wit whea ivermaciin comes in contact
with Wie goil, & reudily und tightly Ginds 10 the sof ad
becomes lactive over hme. Frea wvarmectiy may ad-
varsely wiect fish o cantuiin waler-borne organisms on
which they fsod. Da aot pernit caltle 1o entor lukes,
‘shéing of poiels for ut teas! six hows alter rautinind, o

Aot contanwiale watur by ditact appheation of by thio

inypeopar ulh.{mul al diig containats, ispose ol
eu-mus 1oved Luvtfill 4 by wicwioratss,

achage | tion”

wuu&cm- umaavuablemaner:ﬂozlzsnml.wlle
with 4 squeez:imeasurd-poin systen (Piodict 4130494}, a
338 # udt L Loty Wilh & SquasleAnBESINE-NOM Systemn
{Prodct 41310A), of i an 8450 02/2.5 L, collapsdis quick
{Praduct 41311A), and a 169 02/S L collapsitie pack

(Prodduct $1350R) infundad for wse wilh appeognate ;

mluuuh: tosiup wqmi
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ivomec
(ivermectin)
POUr-0n for cattle

{hotogram sticker)

85fioz Product
(250 mL) 41309A
Front Panel Right Panel Back Panel Left Panel
logo MERCK fogo MERCK 0go MERCK
= ®
.2 B ®
o ® ivomec ivomec omee” me (LD R
l POUr-ON for catte (ivermectin) POUr-0N for catte
POUF-ON fo catte
Consutt for assi in the di SAFETY:

(ivermectin) Ths toplcally applied formulaton of IVOMEC™ and contolal parasem. . Sties conducted in the U.S.A. have demonsirated
; (Ne:“olelc::lgewe,s Mema‘ and eﬂema‘ paras‘,te ;fno? ifx:;‘eoa'grswﬂt and control of gnslmmteshnal roundworms the safety margin for i"e‘m‘edin Based on plasma
QUI-0N « PRECAUTIONS: o : inhibited O grubs, hom ‘levels, the topically-applied formutation is expected

. ; or cattle - fiiss, sucking and biting fics, and sarcoplic manga mites in callle. 1o be at ieast as well tolerated by breeding anirmals
Store away from excessive heat (104°F/40°C) and Sea package insert for and usa di isth beuta: ! lation which had
rotect contents from light. DOSAGE: as is the subcutaneous formulation which had no
0 effect on breeding performance.

Contains 5mg ivermectin/ml

Parasutlmde

Kilts: R Bro h Werm),
Lungworms, Grubs, Suckmg iice, Biting Lice,
Mange Mites, Horn Flies

Contains 10-550 b Doses

graphic placed here

8.5l 0z (250 mL) Product 41309A

Use only in well-ventilated areas or outdoors.

Glose container tightly when not in use.

Cattle should not be treated when hair or hide is wet
since reduced efficacy may be experienced.

Do not use when rain is expected to wet cattle within
six hours after treatment.

This product is for application to skin surface onty.

‘Do not give orally or parenterafly.

Cloudiness in the formulation may occur when
IVOMEC Pour-On is stored at temperatures beiow
32°F." Allowing to warm at room temperature will

‘restore the normal appearance without affecting
efficacy.

-Antiparasitic activity of ivermectin will be impaired if
the formulation is applied to areas of the skin with
mange 6cabs or lesions, or with dermatoses or
adharent materials, e.g., caked mud or manure.

in has been tated with adverse

‘reactions in sensitive dogs; therefore, IVOMEC Pour~
On s not rer rad for tren In enenia other than
cattle, N

Qoo

The dose rate is 1 mL for each 22 Ib of body weight. The
formulation shoutd ba apphied along the topline i a narrow strip
extending from the withers to the tailhead.

ADMINISTRATION:

Attach the metering cup to the boltls,

Sat the dose by tuming the top section of the cup to align the correct.
hody weight with the pointer on the knurled cap. When body weight
is batween markings, use the higher setting.

Hoid the bottie upright and squeeze it to deliver a slight excess of
the required dose as indicated by the calibration fines.

By refeasing the prassure, the dosa automalically adjusts lo the
correctievel. Tilt the bottla to dekiver the dose. The off (STOP)
position will dosa the system between dosing.

logo MERCK

AgVet Division

Hacck & Co,

Ratrwey, Bew. Mq OTDS-09IZ U.SA.
Staton, NJLUSA

Whiwbouse
US. Potd. 159,569
Moda nUISA

aCa.tc,

Lot No & Exp Date

0

WARNING: Cattle must not be treated
within 48 days of slaughter for human
consumption. Because a withdrawaltime
in mitk has not been estabiished, do not
use in female dairy catte of breeding age.

WARNING!
NOT FOR USE IN HUMANS.
This product shoutd not be appiied to self or others
because it may be irritating to human skin and eyes
and absorbed through the skin. To minimize
accidental skin contact, the user should wear a long-

~steeved shirt and rubber gloves. if accidental skin
‘contact ocours, wash immediately with soap and

- water. If accidental eye exposure occurs, flush eyes
‘immediately with water and seek medical attention.

Keep this and all drugs out of the reach of children.

WARNING! FLAMMABEL!
KEEP AWAY FROM HEAT, SPARKS,
OPEN FLAME, AND OTHER
SOURCES OF IGNITION.

84018

Box Boltom

u E " JBJOSS
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